7/77 




FIG. 7 



2/77 



\ 

^50 60 ^55 









y^^^DataDocket 1 ^ 

Software )) 


Customer 
Data Analysis 
Application 




Customer 
Document 
Application 



FIG. 2A 




FIG. 2B 



4/77 




5/7 7 



Knowledge 
Management 



Record of Transactions 
Context info from users & apps 
Information metadata catalog 
Knowledge access control 
Application activation rules 
IC-Integration metadata/rules 
IC-Visualization metadata/rules 
'Live' info/knowledge links 
Task execution rules 
Case-based data/rules J 



Knowledge 
Applications/Services 




304 



332 



Knowledge 
Repository 



330 



302 



Knowledge Integration 



Middleware 



C3 
CM 

-a 

% 
© 
a 




322 



327 



Application Integration 





320 



Information 
Management 



300 



Other 
Applications 



3T6B 



Data 
Applications 



14B 



312B 



Document 
Applications 



3T0B 



Image 
Applications 



Other Info 
Sources 



Data 



Documents 



Images 



376A 



374A- 



372A- 



370A 



FIG. 5 



8/7 7 



870 




+ IS Administrator 
— H Data Docket Demo 
— ^ DataDocket 
— m SASPHC 

+ M DD Transfer Logs 
- m DOCKAZOL 2539B 
+ £H . 

H AEANOVA PLOTS 

H3 Adverse Event Severity Frequ., 

El Chemistry Results 

Hi Con-Meds Middle Dose Group 

H) Creatinine Anova Report 

Ell Demographic Frequencies 

Diastolic BbodPressure 
1D| Hemoglobin Anova Plots 



820 



Cabinet 
Cabinet 
Folder 
Folder 
Folder 
Folder 
Folder 
Dd Docket 
Dd Docket 
Dd Docket 
Dd Docket 
Dd Docket 
Dd Docket 
Dd Docket 
Dd Docket" 



ASCII Text (DOS, Windows) 
ASCII Text (DOS, Windows) 
ASCII Text (DOS, Windows) 
ASCII Text (DOS, Windows) 
ASCII Text (DOS, Windows) 
ASCII Text (DOS, Windows) 
ASCII Text (DOS, Windows) 
"ASCII Text f D"0"S,"Windows? 



Tit Virtual Document Manager - Hemoglobin Anova 



|gi No changed or locked items for "admprod" 



Go to ltem.T~| Save Changes | 



Object Name 



Format 



Modify Date 



Hemoglobin Anova Plots ASCII Text (DOS, Win... 10/20/97 05:49:08 PM 

H 1 OUTPUT 10/18/9701:18:36 PM 

U 1.1 Hemoglobin Anova Plots OUT... ASCII Text (DOS, Win... 10/18/97 01 : 18:32 PM 

H 1.2 Hemoglobin Anova Plots OUT... Computer Graphics Me... 10/20/9707:05:24 PM 

H 1 .3 Hem oglobin Anova Plots OUT... Computer Graphics Me. 10/20/97 07:29:55 PM 



830 



File Edit Search Help 



L=J 1.4 Hemq'jlj Hemoglobin Anova Plots.txt 
2 Summary 
3SASCode 
H 3.1 Heme 
H 3.2 Heme 
B 3.3 Heme 

4 SAS LOG 
H 4.1 Heme 
d 4.2 Heme 
1 4.3 Heme 

5 DD ExtLink 



V//////////////////A 



Output Object ID: OOIOOXOOIOOQ 
Date/Time of Report Run: 10/18/1997 13:24:00 
Author : EVE 
Sender : DEMO 
Result Files: 

S : \Testing\output jw\f 6444_1 . txt SUM 
S : \Testing\output jw\f 6444_2 . txt OUT 
S : \Testing\output jw\f 6444_3 . txt LOG 
S : \Testing\output jw\f 6444_4 . txt SRC 
S : \Testing\output jw\f 6444_5 . txt LOG 
S:\Testing\outputjw\f6444_6.txt SRC 
S : \Testing\output jw\f 6444_ 7 . txt LOG 
S : \Testing\output jw\f 6444_8 . txt SRC 
S : \Testing\output jw\f 6444_9 . txt OUT 
S : \Testing\output jw\f 6444_10 . txt 
S : \Testing\output jw\f 6444_11 . txt 
Date/Time of Transfer Completion: 10/18/1997 



OUT 
OUT 
13:24: 



FIG. 8 



9/7 7 





E<3 DataDocket Controller - Client 



File Edit View Client Help 




Read I Title 



I Sender 



I Date 



YES (done) Delivery Confirmation DD Server (MD) 10/20/1997 07:13 PM 

YES (done) Delivery Confirmation DD Server (MD) 10/20/1997 07:29 PM 

YES (done) Delivery Confirmation DD Server (MD) 10/20/1997 07:40 PM 

YES (done) Delivery Confirmation DD Server (MD) 10/20/1997 07:53 PM 

NO (done) Delivery Confirmation DD Server (MD) 10/20/1997 10:16 PM 



^<s**«v//////////////m 




A new message has arrived. 



Open 



Delete | 



OK~l 



Cancel | 



FIG. 9 



70/77 




CD 



# 



77/77 



7 7 70 



m Workspace Do^n... y/////////////////////////////////////^^^^^ 
File Edit View Document VDM Sets Administration Window Help 

~ i ~~~ _ __ 



HH Work Area - admprod 



nL:^ M * 1 C 4 1 T. 1 l -J. i 




H DocBase - Prod '//t^W/ 










© Object Name 


t Type 


| Format 







+ B Administrator Cabinet 

— IH DataDocket Demo Cabinet 

— ^ DataDocket Folder 

— m SASPHC Folder 
+ 13 DD Transfer Logs Folder 
— m DOCKAZOL 2539B Folder 

+ liS . Folder 

I) AE ANOVA PLOTS Dd Docket 

ID Adverse Event Severity Frequ... Dd Docket 

D Chemistry Results Dd Docket 

D Con-Meds Middle Dose Group Dd Docket 

IE) Creatinine Anova Report Dd Docket 

IS) Demographic Frequencies Dd Docket 

ID Diastolic Blood Pressure Dd Docket 

H] Hemoglobin Anova Plots Dd Docket 

+ Hi Lucrazine 2348A Folder 

+ m TEST LIBRARY NAME Folder 

— ^ Dockazol 2539B Folder 

— ^ Clinkgl Study_RepjDrt98723_-_Dj)ckgzoLFoLder 

IS) |CJinicd Study Report Results of a... Document 

+ 03 Study Documents Folder 

+ G3 Lucrazine 2348A Folder 

+ H Resources Cabinet 



ASCII Text 
ASCII Text 
ASCII Text 
ASCII Text 
ASCII Text 
ASCII Text 
ASCII Text 
ASCII Text 



(DOS, Windows 
(DOS, Windows 
(DOS, Windows; 
(DOS, Windows 
(DOS, Windows 
(DOS, Windows 
(DOS, Windows 
(DOS, Windows 



Word 6.0 (MacOSjj, 6.0-7.0 (Wjn..._ ; 



7 720 



FIG. 7 7 



72/77 



7270 



»!5 t Virtual Document Manager - Clinical Study Report: Results of a phase 1 Trial of Co... A - IntfXp 



No changed or locked items for "admprod" 
Go to Item... | Sove Changes | 



Object Name 



Format 



Modify Dote 



m Clinical Study Report Results of a phase I T... 

— §3 1 Chemistry Section.doc 

f3 1.1 ChemistrySection-A.doc 
f3 1.2 Chemistry Section - B.doc 
13 1.3 Chemistry Section -Cdoc 

— til 2 Case report forms.doc 

13 2.1 Case report tabulations.doc 

— 13 3 Statistical section.doc 

H) 3.1 Clinical Statistical Summary 

— 13 4 Statistical Appendices 

— 13 4.1 Clinical Data Section 

1 4.1.1 AEANOVA PLOTS OUTR.. 
Hi 4.1.2 Demographic Frequency 
[D 4.1.3 Diastolic Blood Pressure 

— 13 4.2 Adverse Event Listings & Tabul... 

1 4.2.1 AE ANOVA PLOTS OUTR.. 

— 13 4.3 Laboratory Results 

Hi |4.3J_H_emoglobin Anova PloL. 
ID 4.3.2 Hemoglobin Anova Plot... 
Hi 4.3.3 Hemoglobin Anova Plot... 
Hi 4.3.4 Hemoglobin Anova Plot... 
M 4.3.5 Creatinine Anova Plots 
f3 4.4 Efficacy Analysis 



Word 6.0 (MacOS),6... 
Word 6.0 (MacOS), 6... 
Word 6.0 (MacOS), 6... 
Word 6.0 (MacOS), 6... 
Word 6.0 (MacOS), 6... 
Word 6.0 (MacOS), 6... 
Word 6.0 (MacOS), 6... 
Word 6.0 (MacOS), 6... 
Word 6.0 (MacOS), 6... 
Word 6.0 (MacOS), 6... 
Word 6.0 (MacOS), 6... 
ASCII Text (DOS, Win... 
ASCII Text (DOS, Win... 
ASCII Text (DOS, Win- 
Word 6.0 (MacOS), 6... 
ASCII Text (DOS, Win- 
Word 6.0 (MacOS), 6... 



10/20/97 10 
10/20/97 03 
10/20/9703 
10/20/97 03 
10/20/9703: 
10/20/9703: 
10/20/9703: 
10/20/9703: 
10/20/9709: 
10/20/9705 
10/20/9707: 
10/20/9702: 
10/20/9707 
10/20/97 07: 
10/20/97 05: 
10/20/9712: 
10/18/9707: 



06:23 AM 
20:51 PM 
20:49 PM 
20:50 PM 
20:50 PM 
20:48 PM 
20:49 PM 
21:06 PM 
05:17 PM 
31:03 PM 
25:44 PM 
07:48 PM 
24:27 PM 
23:44 PM 

31:11 PM 

47:38 PM 
18:32 PM 



ASCII lextjDOS^Win- 
Computer Graphics Me. 
Computer Graphics Me. 
Computer Graphics Me. 
ASCII Text (DOS, Win- 
Word 6.0 (MacOS), 6... 



10/1 8/97 01 : 
:i0/20/97"07; 
.10/20/97 07: 
.10/20/97 07: 
10/20/97 07: 
10/20/97 05: 



18:32 PM 
"05:24"P¥ 
29:55 PM 
33:38 PM 
22:46 PM 
31:34 PM 



FIG. 72 



73/77 



O 
CO 



CO 

O 



X 
□ 



m 



o 

CD 
n> 
O 



p 

o 
CD 



o 



O 



on 



On 



cd 


cd 


CD 








Mel 


Mel 


Mel 


co 

v-» 


w 


*—» 


o_ 
o 

CD 


n_ 
o 

CD 


ic 
a. 
o 

CD 


CL> 


CD 


CO 


Compul 


Compul 


Compul 










uo 


oo 

CO 


iri 


On 
OJ 


CO 
CO 




<=> 





oo 



On 



CM CS CM 



ndows) 




ndows] 


ndows) 


ndows] 




ndows) 


ndows) 


ndows) 








& 












oo" 
O 
Q 




(DOS, 


oo* 
O 
Q 


(DOS, 




oo*" 
O 


oo 
O 


OO I 

O < 
Q 1 


*>< 

Iz 






>< 


Text 




Text 


Text 


Text 


oo 




oo 
«*t 


oo 


OO 




v— » 
oo 
■<* 




OO , 


















s j 


On 
Cn| 


CO 


CO 
CO 


CO 




^N. 

CO 


Cvl 
CO 


CO 
CO 


CO i 


OO 


oo 


CO 


CO 


ob 


CO 


CO 


CO 


ob [ 




S 
















10/18/97 


10/18/97 


10/18/97 


10/18/97 


10/18/97 


10/18/97 


10/18/97 


10/18/97 


10/18/97 



































"a> 


















"£= 




"£ 


"cE 










CD 


CD 


CD 


CD 


CD 


CD 


CD 


CD 


CD 


CD 


CD 


CD 


CD 


CD 


CD, 


o 


E 


E 


E 


E 


E 


E 


E 


E 


E 


E 


E 


E 


E 


E 


E< 












=i 






:o 


=t 




=» 


=» 








-o 


o 


O 


O 


-O 


o 


o 


O 


o 


o 


o 


o 


o 


o 


o 


o! 


O 


a 


C3 






£3 























o o o o 

yt fco 
O "o O O 



O O O 



o o o o 
E E E E 

CD CD CD CD 



— oj co ^- = ^ 



CD 

FTTTl 



oo oo 

Cn| CO tlili 



1— ■ 
o 


O 


O 




*— : 
O 


i— • 

o 


O 


UP 


CO 


v» 






CO 


t-o 


*o 


"o 


o 




o 


o 


O 






a. 




a_ 


Q_ 


a_ 


5 

o 

£= 


o 

o 
«<: 


5 

o 




o 

>■ 
o 

■S 


o 
>■ 
o 

■5 


o 
> 
o 
c: 
<t 






.E 










la 
o 


lo 
o 


o 




o 


o 


o 


HemogI 


HemogI 


HemogI 


CD 
O 


HemogI 


HemogI 


HemogI 


CO 


CNJ 

CO 


CO 
CO 


ASL 




CNJ 


CO 



M 
I 




File Edit View Preferences Options Window Help 



H IDBBB 



af Output for "Untitled PH-Template" 



□Six] 



Untitled PH-Template 

■B ANOVA Table 

"%!AN0VA Plots 1 



□ D 



** / 
** / 
** / 
** / 
** / 

*********** / 



Graph Summary 



ANOVA Plots 



Comparison of Leasl — Squares Means 



MEAN 

13.0 ' 
12.9 ~ 
12.8 
12 .7 -_ 
12.6 
12.5 -: 
12.4 -j 
12.3 J 
12.2 

12.1 - 



Control - Active 



1 

Control - Placeb 



Test - Low Dose 
Study Treatment 
Created on: October 18, 1997 



FIG. 14 



75/77 



□ 



X 



c*si 
£= 



cSl 





10 



V//////////X> 



o 



a3 



W 
P 

GO 



I— ( 

2 



03 



O 

to 



S o 

2 ^ 
o U 



H ^ 

r ^\ » 
O 



S3 



a 
.5P 
13 



A 



& s 

^ o 

Pu, 

cd «J 



5 



CO ^ 

A £ 



<d 



o o 

a s 

CD (j, 

co T 

3 



T3 
> 
CN 

a s 

o 

SO-, 

O " 

o 



3 

-a 

.a 

IS 

a 

o 

o 
13 



-o 

CN 

a 
a 

o 



•1 1 

w ^ 

© « . 

l CD d> 



_ . . a 



cd 

a 

13 



CD 



Ph CD 

g a 

Dh ft 

O <D 

Cl ^ 

^ >-i 

T3 ^ 

I 

o c 

U CD 
CL, 



U A 

A~ th 

ctJ ""So 

■o a 



CD 



cd 



1 



o 

"&0 CD 

a :s 

O « 

s a 

•c pq 

W o 



Q-vp< 



a) 
> 

< 
I 

CD "5 
^ l- 

c 
o 
u 



-a 



E ^ uj 



O LU 



> 

LU 



CN 



o 

CN 
LT> 



76/77 





77/77 




